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„ The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3— MONTH(Sj)FROM 
THE MAILING DATE OF THIS COMMUNICATION. \ » - 

. Extensions of time may be available under the provisions of 37 CFR i36r,ij In nc e;em. however rifey-a^yto limely filed 
after SIX (6) MONTHS from the mailing date of this communication 

- If the period for reply specified above ts less than thirty (30) days a reply withm the statutory minimum of thirty (30) days will be considered timely 

■ If NO period for reply is specified above, the maximum statutory period will apply and will exptre SIX (6) MONTHS from the mailing date of this commun.cat.on 

- Failure to reply within the set or extended penod for reply will, by statute, cause the application to become ABANDONED (35 U S C § 1 33 j 

■ Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment See 37 CFR 1 704(b) 

Status / 

1 )□ Responsive to communication(s) filed on . 

2a)D This action is FINAL. 2b)C3-^his action is non-final. 

3>n Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 
closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 
Disposition of Claims 

4) 2fciaim(s) is/are pending in the application. ^ x & * HO /H^"&S" ^ ^ 

4a) Of the above claim(s) is/are withdrawn from consideration. ^ 1 r ( \-* y uai ^ 1 

5) D Claim(s) is/are allowed. r 

6) CTciaim(s) -s/are rejected. VjH , <> ■ V V ^ S >T, ^ H36^ 5M-T ^ 

7) D Claim(s) is/are objected to. ^' of 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
1 1 )□ The proposed drawing correction filed on is: a)D approved b)Q disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 

12) D The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§ 119 and 120 

13) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-{d) or (f). 

a)DAIl b)D Some*c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. . 

3. n Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

14) D Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 1 1 9(e) (to a provisional application), 

a) □ The translation of the foreign language provisional application has been received. 

1 5) Q"ftcknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 1 20 and/or 121 . 

Attachment(s) 

1 ) Qltotice of References Cited (PTO-892) 4} □ Interview Summary (PTO-41 3) Paper No(s). 

2) □ Notjce of Draftsperson's Patent Drawing Review (PTO-948) 5) □ Notice of Informal Patent Application (PTO-1 52) 
V. reformation Disclosure Statement(s) (PTO-1449) Paper No(s) 6) □ Other: 
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DETAILED ACTION 



1. Applicant's amendment, filed 1/17/02 (Paper No. 43), has been entered. 
Claims 71-85 have been added. 

Claims 1-24 28-30, 35-38, 40 and 42-85 are pending. 

Claims 25-27, 31-34, 39 and 41 have been canceled previously. 

Apples election v*tr averse o, Group, 
groups) thai the claims specifically states hat ^^T^ * suggesti0 „ m the 
Lwithout concrete evidence^ 

therapeutic agents may have such SsW Sation, the claimed agents, including 

applicants apparent reliance oh the disclosure ol ^the con(JitioriS . For example, 

.hTagen,emp,o»edin^ = ^ 

comments about undue burden and common ^^L*^^^," examiner shows by 
initial requirement, a serious burden on t e examine or a different field of 

appropriate explanation either separate **^^f%£2 structural feature essential to 
search". Individual antagonists and a f ™ sls *f ,* n ° e ^^ f within the context of the particular 

The requirement is still deemed proper and is therefore made FINAL, 

„, ■ < , « u 17 91 22 24 35-37 42 43, (45), 48-52, 54-57, $0-67 and 71-85 are under 

atherosclerosis with PSGL-1 . con** 'hereof have the 

^examination .purposes, he use ^^J^ 0 ,^^*!!* 

assessment,™ and chimerlc ^tracts thereof. 

^pStdisa^es - this assessment, then such claims would be removed ,rom ca™. - 
PSQU "on a leukocyte" ,e,. neutrophil, monocyte) reads on PSGL and no. 

on the administration of cells per se. 
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«r * n a ao 47 o 51 55-59 70 as they read on methods of treating or 
Claims 1-24, 28-30, 35-38, 40 and 42-47 52 , 53 55 59 iu as y consideration by the 

inhibitinq atherosclerosis with agents other than PSGL-1 have Deer i wimu.d 
USSSTcFR 1 .142(b), as being drawn to a nonelected ,nvent,ons. 

App.i— ^ 
claims have been restricted into Groups. 

2 Applicant should amen. the *s, line - <ne specification «o update the status (and relationship) ot the 
priority documents. USSN 08/377,798 is now abandoned. 

4 The application is required to be reviewed and all spelling. TRADEMARKS, and ft. errors corrected. 

Trademark should be capitalized or -"^^.^S^ ^ " ^ 
accompanied by the generic terminology. Al houg ^ very effort made to 

Appropriate corrections are required 

5. Claim 71 is objected to because it ends with two periods f .. "). 

, x j + _ j flr o 7 pcD i 75 as beinq a substantial duplicates of one another. 

6. Claims 74-75 are objected to under 37 CFR : 1 .75 as being a ^ cover ^ 

as being a substantial duplicate of the allowed claim. See MPEP § 706.03(k). 

... , ™, » ho .taimr^ or amend the claim(s) to place the claim(s) in proper 

Appncani is requneu iu oa„w -x-,. 

dependent form, or rewrite the claim(s) in independent form. 

7. Claims 80 is objected to because "leuSkocyte" should be leukocyte" 
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8 The following is a quotation of the first paragraph of 35 U.S.C. § 1 12: 

The specification shall contain a written description of the invention, and of the manner and 
process of making and using it, in such full, clear, concise, and exact terms as to enable any 
SlS in the art to which it pertains, or with which it is most nearly connected, to mate and 
use the same and shall set forth the best mode contemplated by the inventor of carrying out his 



invention 

9 " SE K55« rejected under 35 U.S.C. §112, first paragraph, as the specification 
does noTco ta L a win description of the claimed invention, in that the disclosure does not reasonably 
eylc ' e skLd in the relevant art that the inventor(s) had possession of the claimed inven Jon at the 



time the application was filed. The specification as originally filed does not provide support for the 
invention as now claimed: "chimeric constructs of PSGL-1". 

Applicant's amendment, filed 1/17/02 (Paper No. 43), did not provide direction for the written description 
for the above-mentioned "limitations" for the newly added claims 71-85 

Applicant's amendment, filed 1 1/8/99 (Paper No. 28) , directs support to various sections of the instant 
specification (pages 3-4, 8-12); however the written description of "chimeric constructs of PSGL-1 is not 
readily apparent from the specification as filed. 

The specification as filed does not provide a written description or set forth the metes and bounds of 
-chimTricSS of PSGL-1". The specification does not provide sufficient blazemarks nor d.rect.on for 
tSSSenoompassing the above-mentioned "limitation", as it is currently teated The instant 

i™1 i mitations which were not clearly disclosed in the specification as-filed, an ctange 
me scope of the instant disclosure as-filed. Such limitations recited in the present claims, which did no 
^S^echlc^tion. as filed, introduce new concepts and violate the description requirement of the 
first paragraph of 35 U.S.C. 1 1 2. 

Applicant is required to cancel the new matter in the response to this Office Action. 

Alternatively, applicant is invited to provide sufficient written support for the limitation" indicated above. 
See MPEP 714.02 and 2163.06 
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10. Written Description: 

Claims 50 51 60-67 and 71-85 are rejected under 35 U.S.C. 112, first paragraph, as containing 
subiec matter which was not described in the specification in such a way as to reasonably convey to one 
S^inTnCt art that the inventors, at the time the application was filed, had possession of the 
claimed invention. 

ha cSSd w th a known or disclosed correlation between function and structure. S.nce the 

t^Zs^e the common attributes or f^^^^ is 

and because the genus is highly variable, "chimeric constructs of PSGL-1 with another molecule 

insufficient to describe the genus of either the claimed chimeric molecules. 

Vas-Cath Inc v. Mahurkar, 1 9 USPQ2d 1111, makes clear that "applicant must convey with reasonable 
claS^ that, as of the filing date sought, he or she was in possession of the 

2/1, The invention is for purposes of the 'written description' inquiry, whatever ,s now cla.med. 

See age ^T^lS^ does not " clearly a "° W perS ° nS ° f 0rdinary Ski " " reC ° 9n ' Ze 
that [he or she] invented what is claimed." (See Vas^ath at page 1116.) 

Adequate written description requires more than a mere statement thai i it is part of the invention and 
reference to a potential method for isolating it. See F.ers v. Reve 25 iUSPQ2d 1601, 1606 (CAFC 1993) 
and &m T n Inn V. ChUQ ^ Pharmarei. final Co. Ltd., 18 USPQ2d 1016. 

One cannot describe what one has not conceived. See Eddes^Baird 30 USPQ2d 1481 , 1483. In 
Fiddes v Mr d. claims directed to mammalian FGF's were found unpatentable due to lack of written 
description for the broad class. The specification provided only the bovine sequence. 
?rril a rinn fails to describe these DNA sequences. The Court further elaborated that generic 
statementsare not an adequate written description of the genus because it does not oistinguisn u» 
% me \ZZ from others except by function. Finally, the Court indicated that while applicants are not 
S to ^close eS species encompassed within a genus, the description of a genus .achieved by 
Jn^^lle number of DNA molecules, defined by nuclide sequence^.ng withm 
the scope of the genus, See Inn Pog nntc of ftp I Inanity nf California v Fli I illy and Company , 43 
USPQ2d 1398, 1406 (Fed. Cir. 1997). 
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ThP Guidelines for the Examination of Patent Applications Under the 35 U.S.C. 1 12 H 1 "Written 

January 5, 2001, see especially page 1106 column 3). 

F.3d 1559, 43 USPQ2d 1398 (Fed. Cir. 1997). 
"Adeauate written description requires a precise definition, such as by structure formula, chemical name 

Gen-Probe 01-1230 (CAFC2002). 

Annlicant is directed to the Guidelines for the Examination of Patent Applications Under the 35 U.S.C. 
U^^lS^ Requirement, Federal Register, Vol. 66, No. 4, pages 1099-1111, Fnday 
Januarys, 2001. 

Applicant is reminded that Vas^ath makes clear that the written description provision of 35 USC 1 1 2 is 
severable from its enablement provision. (See page 1115.) 

11 Claims 13 24 42 43 (45), 48-52, 60-67 and 71-81, 83-85 are rejected under 35 U.S.C. 112, first 
raqr h b cause he specification, while being enabling for "fragments that inhibit the interac ,on 

with which it'is most clearly connected, to make and use the invention commensurate ,n scope wu o~ 

claims. 

ADDlicant has not provided sufficient biochemical information (e.g. molecular weight, amino acid 
treating atherosclerosis. 
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experimentation. 

, r - u -ice i icdo 1ft indiratps that the more unpredictable an area is, the more specific 
mutations, substitutions and the like prov.de a ski ed in the art 

or impositions can result in substantially different pharmacological act,v,t,es. 

A oerson of skill in the art would not know which sequences are essential, which sequences .are non- 

'characterization of their therapeutic ^^^^Z^ and analogs" and 

predict which particular amino acid sequences of PSGL-1 are essennai y 
could be used in a therapeutic methods. 

practice the invention undue. 

Because of the lack of sufficient guidance and predict*, 
le ad to -PSGL-t fragments and and was 
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and analogs to treat atherosclerosis", 
ioisanly, and improperly, pensive and undue 

, e rtf oc 1 1 c r $ 102 that form the basis for 
12 The following is a quotation of the appropriate paragraphs of 35 U.S.C. § 
he re ec *s under to section made in this Ota adon. 
A person shall be entitled to a patent unless -- 

filed in the United States before the invent on he eo by PP apte ^ ^ 

13 T he,o,,owingisag U ota,iono,3 6UM 

U.S.C. 103(a), the examiner evidence to the contrary. Applicant ,s 

Claims K ,14, 17. 21 , 22, ». ^ («>. * 
5 102(e) as being anMpated * ^ e n toyle adherence, inflammation and 

Cummings et al. teach the use of PSGL in the tree ™™ (sec c0 , urnn 18 , paragraphs 5-8, 

coagulation, including M""**^^"^^ the properties and the use of PSGL 
columns 19-20, overlapping paragr apt* C mmings et aUeach p P ^ rf ^ ^ 
(column 9-18), including protein fragme * then* (^a° sSin ^ a(1 9 (colurnn 21 , paragraphs 2-3 
administration and monitoring according to ™ than that » sets forth the substance of the 

Applicant is reminded that no more of here ^J^*^ in(eractions) woul be 
invention. The claimed functional ^^^atherosclerosis with PSGL and fragments thereof 
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2112-2112 02 

tsieBXSBsasBsawsr 

Larsen et al. (U.S. Patent No. 5,840,679). 
CummingsetaUe— 

(column 9-18), including protein fragments tn ere0T ^> „ . ^ art (cokjmn 21 , paragraphs 2-3). 

Su^^^ 

LheSerosis with PSGL and kprt thereof. 

L arsen e, a, tea* the use of PSGL <e,. ; column* ™ rt »^^„^ 
fraoTenMet columns 9-10) and fragments ^"SES^cond*™ charaotenzed b, P- 
S i" o rns ot said PSGL (column 9-10, ^ mer|appjng 

„ E-s ectin mediated intercellular adhesion, such J s , including anti-inflammatory 

paragraph), including its combination with c*er £™«*^2rte document, including Summary 
and thrombolytic or anti-th-ombotic agente (e.g. cdumn lb i») ^ modes of 

s3C£;^^ & * , ^ ,- ' >, * i,CB-,, 

attending physician (columns 16-18). 

„ co strolled release systems, combination therapy.^ 

Therefore, Larsen et al. teacn me *. i , -~ . . artisan would nave p.uviu.u 

Given the teachings of both Cummings ^^"d ^net a [q ^ ^ ^ of tne 

therapeutic amounts of PSGL-, ^^_ a p n ^^ modes of administration and dosages 
condL and the needs of the paten s. Ther^e the mo ^ ^ ^ th 

43, 55-57, 62, 65-67, 83-85). 
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Siven the prior art teaching o, inhibiting ^^^X^^^ 

*u ^^roan 1 franments and chimeric constructs thereof have the 
For examination purposes, the use of PSGL-1 , r ^^ents ana cn ^ 

intrinsic or expected property of inhibiting L- / ^^^^i and Larsen et al. As 
dqpi franments and chimeric constructs thereof as taught by oummings eidi. ci u t 

interactions (e.g. 38, 45, 63, 64) . 

For examination purposes, PSGL "on a leukocyte" ^neutrophil, monocyte) reads on PSGL and no. 
on the administration of cells per se (e.g. claims 8-1 1 , 77-80). 

For examination, analogs of PSGL-1 read on fragments and chimeric constructs thereof, as taught by 
Cummings et al. and Larsen et al. (e.g. claims 24, 58) 

One of ordinary sH, in the art a, the time the o, 
,o administer PSGL-1 , fragments and '^^faug J b, Cummings et al. And 

inhibiting PSGL-1-mediated interactions and '^r^XSSs oYcummings et al. to treat 
Larsen et al. to treat patients with ^atherosclero « G ^ •"J^ t J l S^.i™dMed 
atherosclerosis per se and of both Cummings e taf andl«m£S J£* ^ 
interactions and inflammatory responses, including I a , , he tjme tne inve „tion was 

the ordinary artisan would ^T^^^i^tZ, skill in the art would 

^so^ 

oasea on a juuiuany ^cuv.u — - a- - - ■ PYrlude" aranted by a patent, m \v 

prevent the unjustified or improper timewise ^extension of the rightto excud gran y £ 



Serial No. 08/948393 -11- 
Art Unit 1644 



Effective January 1 , 1994, a registered attorney or agent of record may sign a Terminal Disclaimer. A 
Terminal Disclaimer signed by the assignee must fully comply with 37 CFR 3. /3(b). 

17 Claims 1-4 6-14, 17, 21, 22, 24, 35-37, 42, 43, (45), 48-52, 54-57, 60-67 and 71-85 are provisionally 
rejected under ihe judicially created doctrine of obviousness-type double patenting as being unpatentable 

^claims 40-41 , 45, 49-52, 56, 59-60, 3-74 as they read on the use of PSGL-1 to treat atherosclerosis of 
coDendinq application Serial No. 09/436,076 and 

claims 39 88 as they read on the use of PSGL-1 to treat atherosclerosis of copending application USSN 

09/883,642. 

Although the conflicting claims are not identical, they are not patentably distinct from each other 
because Ly are drawn to the same or nearly the same methods of treating atherosclerosis with the same 
or nearly the same PSGL-1 , fragments and chimeric constructs thereof. 

This is a provisional obviousness-type double patenting rejection because the conflicting claims have 
not in fact been patented. 

18. No claim is allowed. 

19 Any inquiry concerning this communication or earlier communications from the examiner should be 
directed o PhSp Gambel whose telephone number is (703) 308-3997. The examiner can normally be 
S Monda through Thursday from 7:30 am to 6:00 pm. A message may be eft on he exam n ers 
voice mail service If attempts to reach the examiner by telephone are unsuccessful, the examiners 

^r « Chan L be reached on (703) 308-3973. Any inquiry of a general nature or re ating 
to KLtus of this application should be directed to the Technology Center 1600 receptionist whose 
telephone number is (703) 308-0196. 



Paoers related to this application may be submitted to Technology Center 1600 by facsimile 
tr»S.Xers should be faxed to Technology Center 1600 via the PTO Fax Center located in 
Crystal Mall 1 . Th'e faxing of such papers must conform with the notice Gazette, 
mas or, ™ fNnupmhfir 15. 19891 The CM1 Fax Center telephone number is (703) 305-3014. 



Phillip Gambel, PhD. 
Primary Examiner 
Technology Center 1600 
April 8, 2002 



